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We are ~r~t~r~g to cur~lmend the Food and Drug Adm~nlstrat~or~ for its prompt 
release of draft guidance on the reuse of sing!+use medical devices, and to clarify 
~o~~gress~onat intertt with respect to the effective date of the reuse provision of rhe 
Finedical Device User Fee ~tab~~i~~ti~~ Act ~~~~FS~: P.L. 109-43). 

As yot~ krms, section 2(c) of ~~UFSA amended section 502(u) of the Federal 
Food, Drug, and Cosmetic Act, which addresses the circumstances under whicl~ the 
reprocessor of a single-use medrcaf device must mark the device with its ow~i n.3me or 
symbol That s~ct~(~~ requires FDA to issw guid~~~~~ no later than 180 days after 
August 1, 2Oc)5. regarding when a man~~actilrer name or symbol 01: a device 1s not 
“prominent and consp~c~lo~~s.‘~ 

We commend FDA for promptly issuing draft guidance CM this issue 170 FR 
59074, October 11, 2005: compliance with Section 301 of the Medical Device User Fee 
and ~~odernizat~on Act of 2r302, as an~e~ded-From~ne~t and Cor~sp~cl~ous Mark of 
~~lanufactur~rs on S~~gle-Us~ Devices) and hope that the agency will be able ts finalize 
the guidance by thf s~at]J~o~ deadline. 

W/e would lrke to clarify an ~n~porta~t issue art the guidance, however, whizh we 
expec! will be corrested in the final guidance. Section 2(d) of M UFSA provided for an 
effective date for t/l,? changes of section 2(c) bjr arne~~d~~~g section 301 of the medical 
DEVKX user Fee arrd modernization Act of 2002 (P.L. 107-250). Section if.2 of the 
guidance rnis~nterp~~~s this effective date provision It indicates that, if the orlgir.lal 
Iy~ar~~I~a~~t~~rer first marks a device prominently and conspicuo~~s~y before August 1. 
2006, the reproceszior must mark it by August 1 I 2006, and ii the ~~anufacturer first 
marks the device after August 1. 2006, the reprocessor must irnm~dlat~~y mark the 
dewce This does riot reflect the ir~tent of section 2(d) of ~~~FS~. 

l”;ie Intended this provision to allow the reprocessor to mark the device 12 
months after August 1, 2t305, or 12 months after the device is first marked by the 
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